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MESSAGE/MESSAGE:

Dear Mr. Seidman,

This is further to your fax dated December 16, 19%8 regquesting
information on suspected adverse drug reactions {(ADRs) associated with the use of
cetirizine, fexofenadine and loratadine. We apologize for the delay.

A search of the national database was performed for all the suspected
adverse reactions associated with these suspected drugs. The attachad printouts
outline the results. These printouts cover the time perxiod since marketing until
April 12, 1999. There may be reports which have been received by the program
which are not yet entered inteo the database. Kindly direct your attention of all
persons using these printouts to the’ following Caveat:

CAVEAT: The vast majority of repoerts on which this swmmary iz based are
submitted by health practitioners and to a lesser extent laypersons. Each report
represents tha suspicion, opinion or observation of the individual raporter.
Cause and effect relationghips have not been established in the vast majority of
reports submitted. The information contained in these reports'to the Health
Protection Branch is raw information and has not beaen scientifically or otherwise
verified as to cause and effect relationship by Health Protection Branch
scientists. Only a small proportion of suspected adverse reactions are reported
to the program, consequently this information must not be uszed toc estimate the
incidenca of adverse reactions. Reports submitted by pharmaceutical
manufacturers are included in this sumazry. This summary contains unpublisghed
data and is provided to you with the; understanding that this data will be used
only within your immediate organization. '

If you have any further questions, please do not hesitate to contact me.
: :

' Pascale Springuel
RECEIVED TIME APR.13. 12:02PM
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Canadian Adverse Drug Renction Monitoring Prograim
Surmmary of Reported Adverse Drug Reactions
Active Ingredient: Fexofenadine
All Reports received and enlered into database before April 12,1999

APR 13 ’'99 15:03 FR B DRUG SURVEILLANCE 613 957 @335 TO 18186104817

Case report Drug Age Sex Dosage Duration of treatment Drug Involvement Dose of drug Outcome
numbey  BAME form
D SR ————
0116264 - Female Unknown
ALLEGRA Suspected 60 Milligrams Daily

System Organ Class: ,
RESPIRATORY SYSTEM DISORDERS
BODY AS A WHOLE - GENERAL DISORDERS

WHO Adverse Reaction Term:
RHINITIS
EFFICACY,LACK OF

0116365 . Female Reoovered withoul sequelac
ALLEGRA I Day(s) Suspected 60 Milligrams Daily
System Organ Class: WHO Adverse Reaction Term:
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF
RESPIRATORY SYSTEM DISORDERS SNEEZING EXCESSIVE
VISION DISORDERS LACRIMATION ABNORMAL
0116366 43 Ycar(s) Male Recovered without sequelac
ALLEGRA Continning on Drug Suspected 120 Milligrams Daily
Systent Organ Class: WHO Adverse Reaction Term:
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF
RESPIRATORY SYSTEM DISORDERS SNEEZING EXCESSIVE
VISION DISORDERS LACRIMATION ABNORMAL -
0116367 24 Ycar(s) Female A Not yet recovered §
T ALLEGRA ) 12 Day(s) Suspected 60 Milligrans Daily : &
System Organ Class: WHO Adverse Reaction Term: -
VISION DISORDERS EYE IRRITATION .
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF a
RESPIRATORY SYSTEM DISORDERS SNEEZING EXCESSIVE &
RESPIRATORY SYSTEM DISORDERS RHINITIS a
L
p
(o]
—
(=]
L
| >
—
& o
Q
Ll
(12
CAVEAT: The vast majority of reports on which this surumary is based are submilted by health practilioners and 1o a lesser extent Jaypersons. Each report represents the suspicion,
opinion or obscrvation of the individual reporter. Canse and effect refationships have not been established in the vast majority of reports submitied. The information contained in these .
reports (o the Health Canada is raw information and has not been scientifically or otherwise verified as to causc and cffect relationship by Health Canada scientists. On;{ a smalf April 12, 1999
roportion of suspected adverse reactions are reported to the program, consequently this informalion must not be used to estimate the incidence of adverse reactions. c*:orls submiticd
gy harmacculica? manufaclurers are included in this summary. This swmmary contains unpublished data and is provided to you with the understanding that this data will be used only Page | of |9
within your immediate organization. Produced by: Adverse Drug Reaction Repoiling Unit, Durcav of Drug Surveillance, Therapeutic Products Programme,



Canadian Adverse Drug Reaction Menitoring Program
Summary of Reported Adverse Drug Reactions
Active Ingredient: Fexofenadine

P.83-20

APR 13 ’99 15:@3 FR B DRUG SURUVEILLANCE 613 957 @335 TO 18186104817

Al Reports veceived and entered into database before April 12, l.99‘9

Case report Drug Age Sex Dosage Duration of treatment Drug Involvement Dose of drug Outcome
pumber  Dame form
S Pr—
0116368 27 Year(s) Malc Nol yet recovercd
ALLEGRA 12 Day(s) Suspectcd 60 Milligramms Daily

System Organ Class: .
RESPIRATORY SYSTEM DISORDERS
BODY AS A WHOLE - GENERAL DISORDERS

WHO Adverse Reaction Term:
RHINITIS
EFFICACY, LACK OF

RESPIRATORY SYSTEM DISORDERS SNEEZING EXCESSIVE
VISION DISORDERS EYE IRRITATION
DECONGEST NASAL SPRAY Concomitant
0116375 - Female Not yet recovered
ALLEGRA t Day(s) Suspecicd I Dosage form
System Organ Class: WHO Adverse Reaction Term:

SKIN AND APPENDAGES DISORDERS

PRURITUS

SKIN AND APPENDAGES DISORDERS ITCHING
BODY AS A WHOLE - GENERAL DISORDERS OEDEMA
0116378 - Male Unkaown
ALLEGRA Suspected 60 Milligrams Daily
System Organ Cluss: WHO Adverse Reaction Term: =
VISION DISORDERS EYE IRRITATION L
-RESPIRATORY SYSTEM DISORDERS RHINITIS B
CENTR & PERIPH NERVOUS SYSTEM DISORDERS HEADACHE ] N
0116379 - Male Unknown .
. ALLEGRA Suspected o
System Organ Class: WHO Adverse Reaction Term: &
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF a
RESPIRATORY SYSTEM DISORDERS SNEEZING EXCESSIVE
W
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CAVEAT: The vast majorily of reports on which this summary is based are submitted by health practitioners and (o a lesser exlent laypersons. Each report represents the suspicion,
opinion or observation of the individual reporicr. Cause and effect relationships have not been established in the vast majorily of reports submitted. The information contained in these
reporis to the Health Canada is raw information and lias not been scientifically or otherwise verified as o cause and effect relutionship by Health Canada sclentists. Oné{ a smal
roportion of suspecled adverse reactions are reported Lo the pro%_ragn, consequently this information must not be used lo estimale the incidence of adverse reactions. C‘YONS submitied
gy halmacculicall) manufacturers are included in this summary. This summary conlains unpublished data and js provided (o you with the understanding thet this data will be used only
wilhin your immediate organization. Produced by: Adverse Drug Reaction Reporting Unit, Burean of Drug Swrveillance, Therapeutic Products Programme.

April 12, 1999
Page 2 of 19
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Canadian Adverse Drug Reaction Monitoring Program
Summary of Reported Adverse Drug Reactions
, .. Active Ingredient;: Rexofenadine . . . e e
All Reporis received and entered into database before April 12, 1999

APR 13 ’93 15:83 FR B DRUG SURVEILLANCE 613 957 B335 TO 18186104817

Case report Drug Age Sex Dosage Duration of treatment Drug Involvement Dose of drug Outcome
number  Dame form
A N
0116380 27 Year(s) Male Unknown
ALLEGRA Continuing on Drug Suspected
System Organ Class: ‘ WHQO Adverse Reaction Term:
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF
RESPIRATORY SYSTEM DISORDERS SNEEZING EXCESSIVE
VISION DISORDERS LACRIMATION ABNORMAL
REACTINE Other
0116381 45 Year(s) Male Not yet recovered
ALLEGRA Continving on Drug Suspected 120 Milligrams Daily
System Organ Class: WHO Adverse Reaction Term:
RESPIRATORY SYSTEM DISORDERS RHINITIS
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF
0116382 13 Year(s) Male Not yet recovered
ALLEGRA Continuing on Drug Suspected 120 Milligcams Daily
System Organ Class: WHO Adverse Reaction Term:
RESPIRATORY SYSTEM DISORDERS RHINITIS
VISION DISORDERS EYE IRRITATION
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF &
-~ - RESPIRATORY SYSTEM DISORDERS -~ -~ . -NASAL CONGESTION- P : S
0116383 40 Year(s) Female Recovered without sequelac S
ALLEGRA 9 Day(s) Suspected )
System Organ Class: WHO Adverse Reaction Term: M
RESPIRATORY SYSTEM DISORDERS NASAL CONGESTION o
VISION DISORDERS LACRIMATION ABNORMAL &
VISION DISORDERS EYE IRRITATION
RESPIRATORY SYSTEM DISORDERS SNEEZING EXCESSIVE W
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF =
RESPIRATORY SYSTEM DISORDERS . RHINITIS A
ELONAST Treatment LJ
§ 2
&
4

CAVEAT: The vast majority of reports on which this summary is based are submilied by he alth practitioners and (o a lesser extent laypersons. Each report represents the suspicion,

opinion or obscrvation of he individusl reporter.

reporls to the Health Canada is raw information and has not been scientifically or otherwise verificd ag to cause and effect relalionship

Cause and effecl relationships have not been ¢stablished in the vast majority of reposis submitled. The information contained in these
by Health Canada scienlisls. On:{

roportion of suspected adverse reactions are reported (o the proq_ram, consequently (his information must not be uscd to estimate the incidence of adverse reactions.

harmaceutical menu facturers are included in (his summa:

fis summary conlains unpublished data and is provided to you with the undersianding that this dafa wi

\v}i' in your immediate organization. Produced by: Adverse Drug Reaction Reporting Unit, Dureau of Drug Surveillance, Therapewtic Products Programme.

April 12, 1999
Page 3 of 19

orts submilted
I be used only
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Canadian Adverse Drug Reaction Monitoring Program
Summary of Reported Adverse Drug Reactions

Active Ingredient; Fexofenadine e

All Repérﬁ received and entered into database before April 12,1999

Case report Drug Age Sex Dosnge Duration of treatment Drug Involvement Dose of drug Outcome
pumbey  DuaMe formn
__ .
0116384 18 Year(s) Fenle Recovered without sequelae
ALLEGRA 9 Day(s) Suspected
System Organ Class: WHO Adverse Reaction Term:
VISION DISORDERS LACRIMATION ABNORMAL
VISION DISORDERS EYE IRRITATION
RESPIRATORY SYSTEM DISORDERS RHINITIS
RESPIRATORY SYSTEM DISORDERS NASAL CONGESTION
RESPIRATORY SYSTEM DISORDERS SNEEZING EXCESSIVE
FILLONASE Treatment
0116385 - Female Nol yet recovered
ALLEGRA 1 Week(s) Suspecied 120 Miiligrams Daily
System Organ Class: WHO Adverse Reaction Term:
VISION DISORDERS EYE IRRITATION
RESPIRATORY SYSTEM DISORDERS RHINITIS
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF
RESPIRATORY SYSTEM DISORDERS SNEEZING EXCESSIVE
ANTI-HYPERTENSIVE Concomitant
- 0116386 37 Year(s) Female Not yel recovered F
o - ALLEGRA- =7~ -2 Day(s) - Suspected - - 60 Milligrams Daily Ty g
System Organ Class: WHO Adverse Reuaction Terin: N
RESPIRATORY SYSTEM DISORDERS NASAL CONGESTION
RESPIRATORY SYSTEM DISORDERS THROAT IRRITATION ™
BODY AS A WHOLE - GENERAL DISORDERS FEELING OF WARMTH -
BODY AS A WHOLE - GENERAL DISORDERS CONDITION AGGRAVATED &
VISION DISORDERS LACRIMATION ABNORMAL «
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF W
ACETAMINOPHEN Concomitant =
PROZAC Concomitant =
RIVOTRIL Cancomitant 0.5 Milligrams a8
)éANAX Concomitant As necessary 2
v
o

CAVEAT: The vast majorily of reports on which this summary is based are submilled

opinion or observation of the individual reporter. Cause and ¢ffcct relationships have 10t been established in the vast majorily of 1eporis submiticd.
reports 1o the Health Canada is raw information and has not been scientifically or otherwise verified as o cause and cfT { by | e

roporlion of suspeeted adverse reactions are reported to the pro%rn'm. consequenily this information must not be wsed to estimate the incidence of adverse reactions.
Ey ?5 i . This summary contains unpublished dala and is provided to you with the understanding that this data will be used only

fiarmaceutic

manufacturers are included in this summ&rB
within your immediate organization. Produced by: Adverse

rug Reaction Reporting

by health practitioners and to a lesser extent laypergons. Each report represents the suspicion,

. ¢ information contained in these
relationship by Iealth Canada scientists. Only a sinall

oris submitted

April 12, 1999

Page 4 of 19
Unit, Bureau of Drug Surveillance, Therapeutic Products Programme. 2
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Canadian Adverse Drug Keaction MONUoring rrogiait
Summary of Reported Adverse Drug Reactions
. Active Ingredient: Fexofenadine

All Repoﬂs received and enfered into database b

efore April 12,1999

Case report Drug Age Sex | Dosage Duration of treatment Drug Involvement Dose of drug Qutcome
number  Name ’ form
— e ST
0116387 : Female Unknown
ALLEGRA Suspected
System Organ Class: , WHO Adverse Reaction Term:
RESPIRATORY SYSTEM DISORDERS RHINITIS
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF
0116388 26 Year(s) Female Not yet recovered
ALLEGRA Comtinuing on Drug Suspected 120 Milligrams Daily
System Organ Class: WHQ Adverse Reaction Term:
VISION DISORDERS LACRIMATION ABNORMAL
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF
RESPIRATORY SYSTEM DISORDERS SNEEZING EXCESSIVE
0116389 - Female Not yei recovered
ALLEGRA Conlinuing on Drug Suspected 120 Milligrams Daily
System Organ Class: WHO Adverse Reaction Term:
RESPIRATORY SYSTEM DISORDERS SNEEZING EXCESSIVE
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF
CLARITIN Other
REACTINE Other E
0116394 - Female Do 8
ALLEGRA Suspected ' N
System Organ Class: WHO Adverse Reaction Term:
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF Q
0116399 30 Year(s) Maie Not yet recovered &K
ALLEGRA 3 Day(s) Suspected 60 Milligrams Daily a
System Organ Class: WHO Adverse Reaction Term:
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF b
VISION DISORDERS EYE IRRITATION -
: VISION DISORDERS LACRIMATION ABNORMAL fa)
(é RESPIRATORY SYSTEM DISORDERS RHINITIS E
&
v

CAVEAT: The vast majority of repoits on which this summary is based are submitied by health praciitioners and to & lesser extent lay persons. Each rc.f
opinion or abservation of the individual reporter. Causc and effect refationships have not been established in the vast mejorily of reports submitted. The information confained in these
reporis to the Health Canada is raw inforniation and has not been scientilically or otherwise verified as to cause and effect relationship by Healih Canada scienissts. Onlll! a smull

cted to the program, consequently this information must not be used 1o estimate the incidence of adverse reactions. Re
is summary conisins unpublished data and is provided o you with the understanding (hal this data wi | be used only

roporlion ofsuss)wlcd adverse reactions arc repol
diate organization. Produccd by: Adverse Drug Reaction Reporting Unit, Burceu of Drug Surveillance, Therapeutic Producis Programme.

y J‘)harmncculica manufacturers arc included in this summary.
within your imni¢

ort represents the suspicion,

April 12, 1999
Page Sof 19

oris submilled
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Canadian Adverse Drug Reaction Monitoring Program
Summary of Reported Adverse Drug Reactions
 Active Ingredient: Fexofenadine SR
All Reports received and entered info database hefore April 12,1999

APR 13 '99 15:85 FR B DRUG SURUVEILLANCE 613 957 B335 TO 18186184817

Case report Drug Age Sex Dosage Duration of treatment Drug Involvement Dose of drug Outcome
number  Pame form
L R
0116400 18 Yeac(s) Male Noi yei recovered
ALLEGRA Conlinuving on Drug Suspected 120 Milligrams Daily
System Organ Class: WHQO Adverse Reaclion Term:
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF
RESPIRATORY SYSTEM DISORDERS RHINITIS
VISION DISORDERS EYE IRRITATION
RESPIRATORY SYSTEM DISORDERS SNEEZING EXCESSIVE
CLARITIN Other
REACTINE Other
0116402 4T Year(s) Female Nol yel recovered
ALLEGRA 2 Day(s) Suspected 120 Milligrams Daily
System Organ Class: WHO Aaverse Reaction Term:
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF
RESPIRATORY SYSTEM DISORDERS RHINITIS
SYNTHROID Concomitant 0.75 Milligrams Daily
0116405 - Female Recovered withoul sequelae
ALLEGRA { Week(s) Suspecied 60 Milligrams Daily -
System Organ Class: WHO Adverse Reaction Term: &L
== "BODY AS A WHOLE - GENERAL DISORDERS- EFFICACY, LACK OF e -9
RESPIRATORY SYSTEM DISORDERS RHINITIS N
0116406 - Male Recovered without scquelae !
ALLEGRA Suspected First doss il
System Organ Class: WHO Adverse Reaction Term: 84_.
RESPIRATORY SYSTEM DISORDERS BREATHING DIFFICULT a
HEART RATE AND RHYTHM DISORDERS TACHYCARDIA
RESPIRATORY SYSTEM DISORDERS WHEEZES b
OXYGEN ‘Treatment -
: |
4 i
4
4

CAVEAT: The vast majorily of reports on which this summary is based are submittcd by healtk practitioners and lo a lesser extent laypersons. Lach report represents the suspicion,

opinion or observation of the individual reporter. Cause and effect relationships have not been established in the vast majority of reports submitied. The information contained in these

reports to the Health Canada is raw information and has nol been scientifically or otherwise verified as to cause and effect relationship by Health Canada scientists. Onf
roportion of suspected adverse reactions are reported to the prowm, consequendly this information must not be used o estimate the incidence of adverse reactions. Reports submitted
EI’ . This summary coimains unpublished daia and is provided (o you with the understanding that this data will be used oaly

y pharmaceutical manufacturers are included in this summar

within your immediate organization. Produced by: Adverse Drug Reaction Reporting Unil, Bureau of Drug Surveillance, Therapeutic Products Programme.

a small

April 12, 1999
Page 6 of 19
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APR 13

Canadian Adverse Drug Reaction Monitoring Program
Summary of Reported Adverse Drug Reactions
Active Ingredient: Fexofenadine
All Reports received and enlered Into database before April 12, 1999

Case report Drug Age Sex Dosage  Duration of treatment  Drug Involvement  Dose of drug OQutcome
number  hame form
L R e
0116655 37 Year(s) Malc Recovered with sequclae
ALLEGRA i Mouth(s) Suspecicd 0Milligrams 2 Daily
System Organ Class: , IVHO Adverse Reactiors Term:
RESPIRATORY SYSTEM DISORDERS DYSPNOEA
HEART RATE AND RHYTHM DISORDERS FIBRILLATIONATRIAL
BODY AS A WHOLE - GENERAL DISORDERS CHEST PAIN
ORNADE Concomitant
PROCAINAMIDE Treatment I'Milligrams
VERAPAMIL HCL Trealmen( 80 3 Daily
0116768 . Female Recovered without sequclae
: ALLEGRA 1 Week(s) Suspecied 60 Milligrams Daily
System Organ Class: WHO Adverse Reuctionn Term:
RESPIRATORY SYSTEM DISORDERS RHINITIS
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY,LACK. OF
REACTINE Concomitant
‘SELDANE Cancomitant
0116908 - Female Not yct recovercd
ALLEGRA 1 Day(s) Suspected : £
- Systein Okgan Class: — - tabermxs. - - - WHO Adverse Reactionn Terrn: e 8
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK. OF &l
. ial
0116982 48 Year(s) Female Not yet recovered
ALLEGRA 4 Day(s) Suspected 60 Milligrams Daily M
System Organ Class: WHO Adverse Reactior: Term: o
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK. OF %
ESTROGENS (ORAL) Concomitant 0625 Milligrams
MOTRIN Concomitant u
TYLENOL EXTRA STRENGTH Concowitant é
é; 6
] >
=
L
O
L)
%
' jority of dhich this summary is based are submilted by healih praciit d 10 a Jesser extent | . Each t ;
AT, e epoics Catweand ol N s Hae ot b cased # he vstmaory of eports abil e I fofmation contained in (hese .
scports to the Healih Conada is yaw information and has not been scient ifically or otherwise verificd as to caus¢ sad cflect relationship by Healih Cunada scicmtists. On{{ a small April 12, 1
roporlion of suspected sdverse reactions are reported to the program, consequeatly this information must not be used to extimate the incidence of pdverse reactions. Reports submitied
y pharmaceutical manufactusers arc inchided in this summary, This summary contains unpublished dala and is provided 1o you with the undersnding, that this data will be used only Pa ge 7 o

within your immediate organizalion. Produced by: Adverss Drug Reaction Reporting Unit, Bureau of Drug Surveilfance, Therapeutic Products Programmie.
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Canadian Adverse Drug Reaction Monitoring Program
Summary of Reporied Adverse Drug Reactions
, .Active Ingredient: Fexofenadine NN
All Reports received and entered into database before April 12, 1999

APR 13 99 15:85 FR B DRUG SURVEILLANCE 613 957 8335 TO 181861684817

Case report Drug Age Sex Dosage Duration of treatment Drug Involvement Dose of drug Outcome
number  name form
— S
0117437 18 Year(s) Malc Unknown
ALLEGRA Continning on Drug Suspected 120 Milligrams Daify
Sysiem Organ Class: WWHO Adverse Reaction Term:
BODY AS A WHOLE - GENERAL DISORDERS SWELLING NON-INFLAMMATORY
SKIN AND APPENDAGES DISORDERS HIVES
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF
0117596 27 Year(s) Female Noj yet recovered
ALLEGRA Continuing on Drug Suspecled 120 Milligrams
Systemn Organ Class: WHO Adverse Reaction Term:
RESPIRATORY SYSTEM DISORDERS SNEEZING EXCESSIVE
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF
0117602 - Male Unknown
ALLEGRA Suspected
System Organ Class: WHO Adverse Reaction Term:
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF
0117627 30 Year(s) Female Recovered without sequefac
ALLEGRA 2 Day(s) Suspected E
System Organ Class. P ) _ WHQO Adverse Reaction Term: g
BODY AS A WHOLE - GENERAL DISORDERS CHEST DISCOMFORT &
BODY AS A WHOLE - GENERAL DISORDERS HOT FLUSHES -
HEART RATE AND RHYTHM DISORDERS PALPITATION .
DOXYCYCLINE Coucomitant o
0117633 3T Yeur() Female TUnknown i
ALLEGRA Conlinuing on Diug Suspected 60 Milligrams Daily <
System Organ Class: WHO Adverse Reaction Term: W
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF 5
RESPIRATORY SYSTEM DISORDERS NASAIL CONGESTION L
\ VISION DISORDERS LACRIMATION ABNORMAL a8
f -
¥ L
O
74

CAVEAT: The vast majority of reporis o which this summary is based are submitied by heallh practitioners and lo a lesser extent laypersons. Each repost represents the suspicion,

opinion or observation of the individual reportter. Ca

Bvoporlion of sus ] epork
y pharmaceutical manufacturers ace included in this symma

wse and clfect relationships have not been established in the vast majority of reporis submitted. The information containcd in these
reports to the Health Canada is raw information and has not been scientifically or otherwise verificd as fo cause and effeci relationship by Health Canada scientisls. On!{ a small

ected adverse reactions are reparied to the program, conscquently ihis information must not be used to estimate the incidence of adverse reactions. Rej
? rB his summary conlains unpublished data and is provided jo you with the undesstanding that this data will be used only
within your immediate organization. Produced by: Adverse Drug Reaction Reporting Unit, Bureay of Drug Surveillance, Therapeutic Products Programme.

April 12, 1999
Page 8 of 19

orts submitted
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Canadian Adverse Drug Reaction Moaitoring Program
Summary of Reported Adverse Drug Reactions

. Aclive Ingredient: Fexofenadine o
All Reports received and entered into database before April 12, 1999

Case report Drug Age Sex Dosage Duration of treatment Drug Involvement Dose of drug QOutcome
pumber name form
A MR N -
0117690 34 Vear(s) Male Recovered without sequclac
ALLEGRA Suspecied 60 Milligrams
System Organ Class: WHO Adverse Reaction Term:
HEART RATE AND RHYTHM DISORDERS PULSE IRREGULARITY NOS
0117730 33 Year(s) Female Not yel recovered
ALLEGRA Continuing vt Drug Suspected 120 Milligrams Daily
System Organ Class: WHO Adverse Reaction Term:
RESPIRATORY SYSTEM DISORDERS RHINORRHOEA
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF
ACETAMINOPHEN WITH CODEIN Continuing on Drug Cancomitant
CODEINE Concomitant
DIMETAPP Other
0117743 23 Year(s) Female Not yef 1ccoveied
ALLEGRA 5 Day(s) Suspected 6D Milligrams 2 Daily
System Organ Class: : WHQ Adverse Reaction Term:
SKIN AND APPENDAGES DISORDERS ITCHING
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF
~ VISION DISORDERS RED EYE i
" BODY AS A WHOLE-~ GENERAL DISORDERS - PAIN S
ACTIFED Other Y
0117819 34 Yeuar(s) Malc Not yet recovered ]
ALLEGRA 3 Day(s) Suspected 60 Milligrams 2 Daily M
' System Organ Class: WHO Adverse Reaction Term: o
RESPIRATORY SYSTEM DISOCRDERS SNEEZING EXCESSIVE %
VISION DISORDERS LACRIMATION ABNORMAL
RESPIRATORY SYSTEM DISORDERS RHINORRHOEA L
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF =
0117840 A 13 Year(s) Male Nol yet recavered 8
ALLEGRA Suspected 1 2 Daly >
System Organ Class. WHO Adverse Reaction Term: )
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF @

CAVEAT: The vast majority of reports on which this summary is based are submiited by healh practitioners and o a lesser extent laypersons. ‘Each report represents the suspicion,

opinion or observalion of the individual reporter. Cause and cffect relationships have not been established in the vast majority of reports submitied. The information contained in these

reports to the Health Canada is raw infoymation and has nof been scientifically or otherwise verified as 1o cause and effecé relationship by IHealth Canada scientists. 0n|l{ a small
roporiion of suspecied adverse reactions are reporicd to the program, consequently this information must not be used 1o estimate the incidence of adverse reactions. c_v
gy harmaceutical manwv{acturers are included in this summalB. his summary confaing unpublished data and is provided to you with the undersianding that lhis dats will be used only
cug Reaction Reporting Unit, Burcan of Drug Surveillance, Therapeutic Products Programme.

within your immediale organization. Produced by: Adverse
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Page 90f 19

oris submilted



P.11/208

APR 13 *99 15:8B6 FR B DRUG SURVEILLANCE 613 957 B335 TO 18186184817

Canadian Adverse Drug Reaction Monitoring Program
Summary of Reported Adverse Drug Reactions
Aclive Ingredient: Fexofenadine . e
All Reports received and entered info database before April 12, 1999

Case report Drug Age Sex Dosage Duration of treatment Drug Involyement Dose of drug Outcome
number  Paine form
R
0117841 15 Year(s) Male Not yet recovered
ALLEGRA Suspected 1 2 Daily
System Organ Class: WHO Adverse Reaclion Term:
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF
0117842 28 Ycear(s) TFemale Not yet recovered
ALLEGRA Conlinuing on Drug Suspected 2

System Organ Class:
BODY AS A WHOLE - GENERAL DISORDERS

WHO Adverse Reaction Terin:
EFFICACY, LACK OF

0118121 18 Yeer(s) Male Not yei recovered
ALLEGRA Continuing on Drug Suspecied 60 Milligrams 2 Daily
System Organ Class: WHO Adverse Reaction Term:
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF
0118237 46 Yeaor(s) Male
ALLEGRA Suspected
System Organ Class: WHO Adverse Reaction Term:
VISION DISORDERS CONJUNCTIVAL CONGESTION
" BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF r
0118263 o e - Female R - Unknown S
ALLEGRA ~1 Week(s) Suspected ﬁ
System Organ Class: WHO Adverse Reaction Term:
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF -
0118331 35 Year(s) Female Recovered without sequelac o
ALLEGRA Suspected 60 Milligrams First dose .
System Organ Class: WHO Adverse Reuction Term.
RESPIRATORY SYSTEM DISORDERS DYSPNOCEA L
BODY AS A WHOLE - GENERAL DISORDERS CHEST PAIN =
HEART RATE AND RHYTHM DISORDERS PALPITATION a
! LJ
¥ 2
4
&

CAVEAT: The vast majorily of reports on which this ssmmary is based are submitied by health practitioners and to o lesser extent ipypersons. Each report represents the suspicion,

opinion or observation of the individual reporier, Cause and effect rclationships huve not been established in the vast majority of reports submitted. The information confained in these

reports o the Health Canada is raw information and has not been scientifically or otherwise verified as (o cause and effect relationship by Health Canada scientists. On:{y a small
roportion of suspecied adverse reactions are reported to the pmgrvam, consequently this information must not be used (o cstimate the incidence of adverse reactions.
Ei' . This summary contains unpublished data and is provided to you with the understanding that this data wil

y pharmaccutical manufactorers are included in this swinmar

within your immediate organization. Produced by: Adverse Drug Reaction Reporting Unit, Burcau of Drug Surveillance, Therapeutic Products Programme.

c{mlcs submitted
} be used only

April 12, 1999
Page 10 of 19



Canadian Adverse Drug Reaction Monitoring Program
Summary of Reported Advese Dng Reactions
-~ : . Active Ingredient: Fexofenra dinne - - .0 . P "o
All Reports received and entered into database before April 12, 1999

P.12-20

APR 13 ’99 15:87 FR B DRUG SURVEILLANCE 613 957 @335 TO 18186104817

Case report Drug Age Sex Dosage Duration of treatment Drug Involvement Dose of drug
number  NamMe form
0118332 38 Year(s) Female !
ALLEGRA ~10 Day(s) Suspected 60 Milligrams 2 D
System Organ Class: WO Adverse Reactiors Term -
RESPIRATORY SYSTEM DISORDERS RHINITIS
VISION DISORDERS CONJUNCTIVAL CONGESTIC
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF
0118333 - Female
ALLEGRA ~1 Monils) Suspected 120 Milligrams D
System Organ Class: WFHO Adverse Reactiorn Term:
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF
0118356 35 Year(s) Female
ALLEGRA | Day(s) Suspected 60 Milligrams 2 D
Systemn Organ Class: WHO Adverse Reactiorn Term:
HEART RATE AND RHYTHM DISORDERS TACHYCARDIA
0118407 28 Year(s) Female
ALLEGRA 5 Day(s) Suspected 60 Milligrams 2 D
System Organ Cluss: WHO Adverse Reaction Term:
... BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF
0118409 - Female
ALLEGRA Coutinuing on Diug Suspected 120 Milligrams D
System Organ Class: WHO Adverse Reaction Terrm:
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF
RESPIRATORY SYSTEM DISORDERS SNEEZING EXCESSIVE
0118440 - Female
ALLEGRA Suspected
System Organ Class: WHO Adverse Reactiorn Term:
BODY AS A WHOLE - GENERAL DISORDERS SENSATION OF WARMTH
‘}& GASTRO-INTESTINAL SYSTEM DISORDERS NAUSEA
k CENTR & PERIPH NERVOUS SYSTEM DISORDERS DIZZINESS

CAVEAT: The vasi maj

ority of reports on which (his summary is based are submitied by health practitioners and to a

lesser extent laypersons. Each report represents

opinion or observation of thc individyal reporier. Cause aud cllcal relationships have not been established in the vasi majority of reports submitted. The information o

th Canada is raw information and has not been scicntifically or otherwise verlfied as o cause and cffcc€ reflationship by IHealth Canada scicntists. Only

ected adverse reactions are reporsted to the ploq_rlapl. consequently this information must not be used 10 estism ate the incidence of adverse reactions. R
31 §

repotis (o the Heal
roportion of sus|
y pharmaceutical n rers
within your immediate organization. Produced by: Adverse

manufacturers are included in this summary,

umniary contains unpublished dats and is provided to you with the undersrstanding that this data v
rug Reaction Reporling Uait, Dureaw of Drug Surveillance, Thbérap eutic Products Prog rargn me. v
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APR 13 '99 15:@7 FR B DRUG SURVEILLANCE 613 957 0335 TO 18186184817

Canadian Adverse Drug Reaction Monitoring Program
Summary of Reported Adverse Drug Reactions
- . Aclive Ingredient; Fexofenadine .
All Reports received and entered into database before April 12,1999

Case report Drug Age Sex Dosage Duration of treatment Drug Involvement Dose of drug Oulcome
nuwmber  hame form
R
0118538 72 Year(s) Fenale TRecovered withoul sequclac
ALLEGRA Suspected 60 Milligrams First dosc

System Organ Class:
CENTR & PERIPH NERVOUS SYSTEM DISORDERS

WHO Adverse Reaction Term:
CONVULSIONS

METAMUCIL Concomitant
SYNTHROID Concomliant 0.25 Milligrams
0118552 28 Year(sy Female Recovered without sequelse
ALLEGRA 6 Week(s) Suspected 120 Milligrams Daily
System Organ Class: WHO Adverse Reaction Term:
CENTR & PERIPH NERVOUS SYSTEM DISORDERS CONVULSIONS
LAMISIL Continuing on Drug Cancomitant
MARVELON Continving on Drug Concomitant
SOFRACORT Continuing on Drug Cancomitang
DILANTIN Treatment 100 Milligrems 3 Daily
0118604 13 Yenr(s) Male
ALLEGRA 3 Day(s) Suspected 120 Milligrams Daily
System Organ Class: WHO Adverse Reaction Tern: -
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF L
0118607 13 Year(s) Male 2
ALLEGRA 2 Week(s) Suspected 120 Miltigrams Daily —
System Organ Cluss: WHO Adverse Reaction Term: .
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF a
&Z
a
L
pd
el
'_
] a
{ =
Ll
(@]
L
(4

CAVEAT: The vast majority of reports on which this summary is bascd are submiited by health practitioners and to a lesser extent laypersons. Each re

opinion or obscrvation of Ikie individual reporter. Cause and effect yelationships have not been cstablished in the vast majority of reports submilled.

ceporls to the Health Canada is raw inf wis 1 by | L
ected adverse reaclions are reported (o the pro%gam, consequently this information musl not be used to estimate the incidence of adverse reactions.

his summary contains wnpublished daia and is provided 1o you with the understanding that this data will be uscd only
rug Reaction Reporting Unit, Burcau of Drug Surveitlance, Therapeulic Products Programme.

roportion of su
y pharmaceutic ]
l’\)in your immediate organization. Produced by: Adverse

wi

al manufacturers are included in this summacy.

ofl represents the suspicion,
yelal ) X . ¢ information contained in these
fermation and has not been scienfifically or otherwise verified as (o cause and cffect relalionship by Health Cannda scientists. Oullﬂa small b
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APR 13 ’39 15:87 FR B DRUG SURVEILLANCE 613 957 8335 TO 18186184817

Canadian Adverse Drug Reaction Monitoring Program
Suminary of Reported Adverse Drug Reactions
- - Active Ingredient: Fexofenadine -
Al Reports received and entered into database before April 12,1999

Case report Drug Age Sex Dosage Duration of treatment Drug Involvement Dose of drug Outcome
number  hame form
— R _ —!
0118734 - Pemale Recovered without sequelae
ALLEGRA Suspected I Dosage form First dose
System Organ Class: : WHO Adverse Reaction Term:
CENTR & PERIPH NERVOUS SYSTEM DISORDERS DIZZINESS
VISION DISORDERS VISION DOUBLE
CENTR & PERIPH NERVOUS SYSTEM DISORDERS WALKING DIFFICULTY
BETA-BLOCKING AGENTS Suspected
System Organ Class: WHO Adverse Reaction Term:
CENTR & PERIPH NERVOUS SYSTEM DISORDERS DIZZINESS
CENTR & PERIPR NERYOUS SYSTEM.DISORDERS WALKING DIFFICULTY
VISION DISORDERS VISION DOUBLE
CODEINE Suspected
System Organ Class: WHO Adverse Reaction Term:
VISION DISORDERS VISION DOUBLE
— CENTR & PERIPH NERVOUS SYSTEM DISORDERS DIZZINESS
CENTR & PERIPH NERVOUS SYSTEM DISORDERS WALKING DIFFICULTY
VALIUM Suspeeted
System Orgun Class: WHO Adverse Reaction Term: -
CENTR & PERIPH NERVOUS SYSTEM DISORDERS DIZZINESS &
VISION DISORDERS - VISION DOUBLE &
CENTR & PERIPH NERVOUS SYSTEM DISORDER WALKING DIFFICULTY N
0118757 - Feinale .
ALLEGRA 6 Day(s) Suspected a
System Organ Class: WHO Adverse Reaction Term: &'
VISION DISORDERS CONJUNCTIVAL CONGESTION a
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF
RESPIRATORY SYSTEM DISORDERS RHINITIS b
0118816 - Male Unknown :
ALLEGRA ) 3-4 Day(s) Suspecied 60 Milligrams 2 Daily a5
System Organ Class: WHO Adverse Reaction Term: &
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF §
RESPIRATORY SYSTEM DISORDERS SNEEZING EXCESSIVE ¥

CAVEAT: The vast majority of reporis on which this summary is based are submitted by health practitioners and to a lesser extent laypersons. Each ll_e‘po_n represents (he suspicion,
opinion or observation of the individual ieporter. Cause and effect relationships have not been cstablished in the vast majority of seports submittcd. The information contained in these .
reporis to the Health Canada is raw information and has not been sciemtifically or otherwise verificd as to cause and effect rclationship by Healih Canada scientisls. Ouly a small April 12, 1999
roportion of suspected adverse reactions are reported (o the proglra_m, consequendly this inforniation must not be uscd (o estimate the incidence of adverse reactions. forls submitted
y pharmaceutical manufacturers are cluded in this summary. This summary contains unpublished deta and is provided lo you with the upderstanding that this data will be used only Pagc 13 of 19
within your immediate organization. Produced by: Adverse Drug Reaclion Reporting Unit, Burcau of Drug Surveillanoe, Therapeutic Products Programme.



P.15/28

APR 13 '99 15:88 FR B DRUG SURVEILLANCE 613 957 98335 TO 18186184817

Canadian Adverse Drug Reaction Monitoring Program
Summary of Reported Adverse Drug Reactions
. Acfive Ingredient: Fexofenadine )
All Reports received and entered into database before April 12,1999

Case repait Drug Age Sex Dosage Duration of treatment Drug Involvement Daose of drug Outcome
number  Dame form
——- m——
0118856 23 Year(s) Female Not yet recovered
ALLEGRA Continuing on Ding Suspceted 60 Milligratns 2 Daily
System Organ Class: WHO Adverse Reaclion Term:
RESPIRATORY SYSTEM DISORDERS RHINORRHOEA
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF
RESPIRATORY SYSTEM DISORDERS THROAT IRRITATION
VISION DISORDERS EYE IRRITATION
VISION DISORDERS LACRIMATION ABNORMAL
ORAL CONTRACEPTIVES Concomitant
0118857 - Male Not yei rccovered
ALLEGRA 40 Day(s) Suspected 120 Milligrams Daily
System Organ Class: WHO Adverse Reaction Term:
RESPIRATORY SYSTEM DISORDERS RHINORRHOEA
RESPIRATORY SYSTEM DISORDERS SNEEZING EXCESSIVE
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF
0118858 58 Year(s) Female
ALLEGRA Continuing on Drug Suspeeted ' 120 Milligrams Daily
System Organ Class: WHO Adverse Reaction Term: b=
- 'RESPIRATORY SYSTEM DISORDERS - =... = : - .. . RHINITIS . et u
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF . o
ELTROXIN 20 Year(s) Concomifant -
ESTRADIOL Concomitaui .
VIVELLE 1 Year(s) Concomitant (I)‘
0119143 30 Yeu (3) Female %'
ALLEGRA 3 Day(s) Suspected 60 Milligrams 2 Daily
System Organ Class: WHO Adverse Reaction Term: W
VISION DISORDERS CONJUNCTIVITIS 5
RESPIRATORY SYSTEM DISORDERS RHINITIS -
!{f‘ BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF Q
Q.
14

CAVEAT; The vast majority of rcports on which this summary js based are submitied by health practitioners and to a lesser extent laypersons. Each repont represcis the suspicion,

opinion or observatian of the individual reporter. Cause and eRect relationships have not been established in the vast ma omy_ofn?om submitted. The information contained in these .

reports to the Health Canada is raw informalion and has not been scientifically or otherwise verificd as fo cause and effect relationship by Health Canada scientists. Onﬁ{ a smafl April 12, 1999
roportion of suspected adverse 1cactions are reposted o the proﬁ_m_m, coascquenily this information must nol be used lo estimate the incidence of adverse reactions. Heporis submitted

E . This ssmmaty conlaius unpublished dala and is provided to you with the understanding that this data will be uscd only Page 14 of 19

y pharmaceutical manufacturers arc included in this summa?-) J ! ) ! h
within your immediate organizalion. Produccd by: Adverse Drug Resction Reporting Unit, Bureau of Drug Swrveillance, Therapeutic Products Programine.
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Canadian Adverse Drug Reaction Monitoring Progran
Summary of Reporied Adverse Drug Reaclions
Active Ingredient; Fexofenadine e »
All Reports received and entered ino database before April 12,1999

APR 13 *99 15:838 FR B DRUG SURVEILLANCE 613 957 9335 TO 181861834817

Case report Drug Age Sex Dosage Duration of freatment Drug Involvement Dose of drag Outcome
number  RAME form
L R
0119164 36 Year(s) Female Not yet recovered
ALLEGRA Continning on Drug Suspected 3 Dosage form
System Organ Class: WHO Adverse Reaction Term:
RESPIRATORY SYSTEM DISORDERS SNEEZING EXCESSIVE
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF
0119231 27 Year(s) Male Not yel recovered
ALLEGRA Continuing on Drug Suspected 60 Milligrams 2 Daily
System Organ Class: WHO Adverse Reaction Term:
VISION DISORDERS LACRIMATION ABNORMAL
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF
RESPIRATORY SYSTEM DISORDERS SNEEZING EXCESSIVE
0119232 24 Year(s) Female Not yel recovered
ALLEGRA Continuing on Drug Suspected 60 MiMigrams 2 Daily
System Organ Class: WHO Adverse Reaction Term:
RESPIRATORY SYSTEM DISORDERS NASAL CONGESTION
VISION DISORDERS EYE IRRITATION
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF =
0119260 ., 27 Year(s) Male Not yel recovered §
ALLEGRA Continuing on Drug Suspecied 60 Milligrams 2 Daily : &
System Organ Class: WHO Adverse Reaction Term: -
RESPIRATORY SYSTEM DISORDERS NASAL CONGESTION .
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF il
0119329 - Male Not yel recovered o
ALLEGRA Continuing on Drug Suspecicd 60 Milligrams 2 Daily «
System Organ Class: IWHO Adverse Reaction Term: "
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF E;
SKIN AND APPENDAGES DISORDERS. ITCHING =
| RESPIRATORY SYSTEM DISORDERS - NASAL CONGESTION Al
W
g

CAVEAT: The vast majority of reports on which thi
opinion or abservation of the individual reporter.
reports 1o the Health Canada is raw information a
ropostion of s_\xsgccled adverse reactions are repoited to the p
y pharmaceutical manufacwrers arc included in this summar
within your immediate organization. Produccd by: Adverse

s summary is based are submilted by health practitioners and lo a lesser extent laypersons. Each report represents the suspicion,
Cause and effect relationships have nol been established in the vayt majorily of reports submilicd. The information contained in these
nd hes not been scientifically or otheryise verified as fo cause and cffect relationship by Health Canada scientists. Only a small
rogram, vonscquently this information must not be useq [o estimate the incidence of adversc reactions. Rc{)

. This summary contsing unpublished data and is provided (o you with the uadersianding ihat this data will be uscd only
g Reaction Reporting Unit, Doreaw of Drug Surveillance, Therapeutic Products Programme.

April 12, 1999
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Canadian Adverse Drug Reaction Monitoring Program
Summary of Reporied Adverse Dng R eactions < =)
o Active Ingredient: Fexofenadine o
Al) Reports received and entered info database before April 12, 1999

APR 13 ’99 15:89 FR B DRUG SURVEILLANCE 613 957 8335 TO 18186184817

Case report Drug Age Sex Dosage Duration of treatment Drug Involvement Dose of drug
nwumber  Pame form
0119330 37 Yea(s) Female
ALLEGRA 9 Day(s) Suspected 60 Milligrams 2 Da

System Organ Class: :

RESPIRATORY SYSTEM DISORDERS

BODY AS A WHOLE - GENERAL DISORDERS
SKIN AND APPENDAGES DISORDERS
RESPIRATORY SYSTEM DISORDERS

WHO Adverse Recctior: Terrme.:
SNEEZING EXCESSIVE
EFFICACY, LACK OF
ITTCHING

NASAL CONGESTION

Concomitant

PREMARIN
CLARITIN Other
SELDANE Other
0119331 59 Year(s) Male
ALLEGRA 4-3 Day(s) Suspected 60 Milligrams 2 D=
System Organ Class: WHO Adverse Reactiors Terrm:
RESPIRATORY SYSTEM DISORDERS SNEEZING EXCESSIVE
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF
SECONDARY TERMS EYE BURNS
VITAMIN C Concomitant
VITAMINE Concomitant
REACTINE Other
0119332 27 Yeu(s) Female
ALLEGRA 6-7 Day(s) Suspected 60 Milligrams 2 Das
System Organ Class: WHO Adverse Reactiorn Terrm:
RESPIRATORY SYSTEM DISORDERS RHINORRHOEA
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF
0119333 38 Ycar(s) Female
ALLEGRA Continuing on Drug Suspected 60 Milligrams 2 D:

System Organ Class:
‘ RESPIRATORY SYSTEM DISORDERS
{# VISION DISORDERS
BODY AS A WHOLE - GENERAL DISORDERS

WHO Adverse Reaction Terrm:
RHINORRHOEA
LACRIMATION ABNORMAL
EFFICACY, LACK OF

CAVEAT: The vast majority of reports on which this summary is based are submitted by health praciitioners and to p lesser extent lay persons. Each report represcents

opinion or observation ol the individu ¢
reports 10 the Health Canada is ravs information and has
groporﬁon of sus|

y pharnaceutic

wilaig

al manufacturers are inchided in this summ

vidual reporier. Cause and cltect relationships have not been established in the vast ngjority of reports submitted. The in for i ]
4 nol been scientifically or otherwise verified as to cause and cffect relation sh nr;a by Flecalth Canad aesc ien tirsnl;“‘s‘n lc'
qccled adverse reaclions are reported (o the pmﬁru_m, consequently this information ;musi notbe used o estimate the incidence of adverse reactions.

] . This sunmary containg unpublished data and is provided to you with the understanding that this data v
in your immediate organization. Produced by: Adverse Drug Reaction Reporting Unit, Buresu of Drug Surveilance, Therapcutic Products Programmec.
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P.18-28

Canadian Adverse Drug Reaction Monilornng riogiain
Summary of Reporied Adverse Drug Reactions
_ Active Ingredient; Fexofenadineé
All Reporfs received and entered into database before April 12, 1999

QE’R 13 ’99 15:99 FR B DRUG SURVEILLANCE 613 957 8335 TO 18186184817

Case report Drug Age Sex Dosage Duration of treatment Drug Involyement Dose of drug Outcome
pumber  hame form
0119440 44 Yenr(s) Female Noft yei recovered
ALLEGRA 10 Day(s) Suspecicd 60 Milligrams 2 Daily
System Organ Class: ) WHO Adverse Reaction Term:
RESPIRATORY SYSTEM DISORDERS RHINITIS
VISION DISORDERS CONJUNCTIVITIS
RESPIRATORY SYSTEM DISORDERS SNEEZING EXCESSIVE
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF
0119484 24 Ycar(s) Male Not yet recovered
ALLEGRA 2 Day(s) Suspected 60 Milligrams 2 Daily
System Organ Class: WHO Adverse Reaction Term:
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF
RESPIRATORY SYSTEM DISORDERS SNEEZING EXCESSIVE
SELDANE Other
0119710 29 Yeai(s) Female Not yel recovered
ALLEGRA Continuing on Drug Suspected 60 Milligramns Daily
System Organ Class: WHO Adverse Reaction Term:
RESPIRATORY SYSTEM DISORDERS SNEEZING EXCESSIVE
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF E
019711 41 Yenr(s) Female » ' ~Nol yel recovered &
ALLEGRA ~{ Month(s) Suspecied 60 Milligrams Daily : g
System Organ Class: WHO Adverse Reaction Term:
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF ®
INHALER THERAPY Concomitant -
CLARITIN Other 5
0120001 36 Yeur(s) Male Died dtug may be coniributory
ALLEGRA Suspected 60 Milligrams First dose %
System Organ Class: WHO Adverse Reaction Term: -
) GASTRO-INTESTINAL SYSTEM DISORDERS GAGGING a
(; RESPIRATORY SYSTEM DISORDERS COUGHING %‘
w
o

CAVEAT: The vast majority of repi
opinion or observation of the individual reporter. Cause a
reports lo the Health Canada is raw informalion and has no

harmacewtical manufacturers are included in this summar
within your immediate organization. Produced by: Adverse Doy

orts on which this summary is based are submilted by health practitioners and o a lesser exlent laypersons. Each report ropresents ihe suspicion,
nd effect relationships have nof been established in the vest majorily of reporis submiited. The information contained in these .
1 been scientifically or otherwise verified as to cause and effect relationship by Health Caneda scicnfists. Only a sma April 12, 1999
roportion of suspected adverse reactions are reporied lo the progimm, consequently this information must not be used to cstimate the incidence of adverse reactions. Reports submilted
Ey . This summary contains unpublished data and is providcd to you with the understanding that this data will be uscd only
g Reaction Reporting Unit, Burcau of Drug Surveillance, Therapeutic Producis Programme.
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APR 13 °99 15:18@ FR B DRUG SURUVEILLANCE 613 957 B335 TO 18186104817

Canadian Adverse Drug Reaction Monitoring Progrmm
Summary of Reporfed Adverse Drug Reactions
. Active lugredient: Fexofenndine : o
All Reports received and entered into database before Apyil 12,1999

Case report Drug Age Sex Dosage Duration of treatment Drug luvolvement Dose of drug Outcome
number hame form
R g ]
0120002 28 Year(s) TFemale Recovered wilhoul sequelac
ALLEGRA - ~4 Day(s) Suspected 60 Milligrams 2 Daily
System Organ Class: ] WHO Adverse Reactior Term:
BODY AS A WHOLE - GENERAL DISORDERS EFFICACY, LACK OF
0122329 57 Year(s) Male Recovercd with sequelae
ALLEGRA ~2 Month(s) Suspected 120 Milligrams Daily
System Organ Class: WHO Adverse Reaction Term:
BODY AS A WHOLE - GENERAL DISORDERS CHEST TIGHTNESS OF
HEART RATE AND RHYTHM DISORDERS ATRIAL FIBRILLATION PAROXYSMAL
HEART RATE AND RHYTHM DISORDERS PULSE RATE INCREASED
RESPIRATORY SYSTEM DISORDERS BREATH SHORTNESS
ORNADE Conconitang
PROCAINAMIDE Trealment 30 Milligrams
VERAPAMIL Treatment S Milligrams
0122494 21 Year(s) Female Recovered without sequclac
ALLEGRA 3-4 Day(s) Suspected 240 Milligrams Daily
System Organ Class: WHO Adverse Reaction Term:
MUSCULO-SKELETAL SYSTEM DISORDERS MUSCLE PAIN x
BODY AS A WHOLE - GENERAL DISORDERS THORACIC PAIN ‘ ThiL T %
0122508 61 Year(s) Male Recovered without scquelac S
ALLEGRA Suspected 60 Milligrams 2 Daily .
System Organ Class: WHO Adverse Reaction Term: o
HEART RATE AND RHYTHM DISORDERS PULSE RATE INCREASED o
. HEART RATE AND RI3YTHM DISORDERS PALPITATION &
- DOXEPIN HYDROCHLORIDE Concomitant 50 Milligrams Daily
DURALITH Concomitant 300 Milligrams 2 Daily %J
FLUOXETINE Concomitant 20 Milligrams Daily —
GEMFIBROZIL Concomitant 600 Milligrams 2 Daily a
MODULON Concomitant 100 Milligrams 3 Daily %J
PERCOCET Conconitant 1 Dosage form 4 Daily L
L
[v4

CAVEAT: The vast maj
servation o

opinion or ob
reports lo the

gmporlion of suspected adverse reactions are reported fo the pri

ority of reports on which this summary is based are submilied by health practitioners and to a lesser exlent laypersons. Each report represents the suspicion,
f the individual reporter. Cause and effect refationships have not been established in the vast majority of reporis submitied. The Information contaimed in fhese
Health Canada is raw information and has not been scicntifically or otherwise verified as to cause and elfeci reiationship by Health Canada scientists. Only a srall

ogtrapl. consequently this information imust not be uscd 1o estimale the incidence of adverse zeactions. Reporis submitted
y pharmaceulical manufacturers are included in this summary. This summary contains unpublished data and is provided 1o you with the undersianding that this data will be used only

within your immediale orgenization. Produced by: Adverse Drug Reaction Reporting Unil, Dureau of Drug Surveillance, Therapeutic Products Programme.

April 12, 1999
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APR 13 ’99 15:18 FR B DRUG SURVEILLANCE 613 957 8335 TO 18186104817

Canadian Adverse Drug Keaction Monnonng riogiam:
, Summary of Reporled Adverse Drug Reactions
e . Active Ingredient: Fexofenadine
All Repotts received and enfered into database before April 12,1999

Case repor? Drug Age Sex

number - Uame form

Dosage Duration of {reatment Drug Involvement Dose of drug Outcome

SRR

4

Totul No. of reports 19

Total No. of reports with fatal ontcome |

CAVEAT: The vast majorily of reports on which this summary is based are submitied by health practitioners and to a lesser oxtent laypersons. Lach repost represents the suspicion,
opinion or observation of the Individual reporter. Cause and eflect relationships have not been csiablished in the vast majorily of reports ﬁb'ﬁmé‘i}, ’ﬂhc ipfnmmx())nn;:on(auncluli in these
calth ada scientists. 4 smal

reports to the Health Canada is raw information and has not been scientifically or otheswise verified as to cause and effect relationship by | I ]
ram, consequently this informalion must not be used fo estimate the incidence of adverse reactions. Reports subnsitied

roportion of suspecied adverse reactions are reported to the progr " I | | d y !
y pharmacentical manufacturers are included in this summacy. This summary conloins unpublished data and is provided to you with the understanding that this data will be used only
within your immediate organization. Produced by: Adversc Drug Reaction Reporting Unit, Durcenw of Drug Surveillance, Therapeutic Products Programme.
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